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DETAILED ACTION 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1 , 2, 4 and 6-12 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over daims 1-8 of 
copending Application No. 10/657,521 ('521). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the '521 application 
claims a device for the simultaneous delivery of multiple medication products to a live 
body comprising a first, second, and third containment means. The '521 application 
does not expressly teach affixing the first, second, and third containment means by 
affixing means. However, the '521 application broadly recites in the claims that the first, 
second, and third containment means are affixed to each other by containing each 
other. Accordingly, it would have been obvious to one of ordinary skill In the art to affix 
the containment means of the '387 application by placing them inside each other and 
still be able to connect them with an affixing means to obtain the claimed invention. 
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There are no unusual and/or unexpected results which would rebut prima facie obvious. 
As such, the instant claims would have been obvious given the claims of the '387 
application. 

This is a Drovisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1 , 2 and 4 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1-3 of 
copending Application No. 10/787,278 ('278). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the '278 application 
claims a device for the simultaneous delivery of multiple nnedication products to a live 
body comprising a first, and second containment means, wherein the first medication 
delivery means is connected or affixed by connection means to the second medication 
delivery means. Thus, the instant claims anticipate the claims in the '278 application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 



Application/Control Number: 10/690,387 Page 4 

Art Unit: 1615 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-12 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Glassman et al. US 3,186,910. 

Glassman teaches a capsule comprising two or more capsular bodies connected 
to each other using a binder to insure firm bonding and to form a single elongated unit 
(column 1, lines 12-72; and column 2, lines 1-3). Each of the capsule body 
compartments is filled with medicaments (column 4, lines 1-71; and column 5, lines 14- 
64). 

Claims 1 , 3, 5, 7, 9 and 1 1 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Crison et al. 5,976,571 . 

Crison discloses a multi-chamber system comprising first, second, and third 
dosage medications (see abstract; column 4, lines 18-44; and Figs. 1A and IB). Each 
chamber may be in the form of a capsule half, and the chambers are connected to form 
an elongated delivery system (ID; and column 5, lines 59 through column 6, lines 1-65). 
The medications to be filled in the chambers are drugs disclosed in table 1 . 

Claims 1-12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Aebischer et al. US 5,182,111. 
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Aebischer discloses a delivery device comprising at least one biologically active 
factor encapsulated within a biocompatible membrane (see abstract; and column 6, 
lines 18-64). The device can be in any shape including multi-capsules and multi- 
. compartment capsules, wherein each compartment comprises active factors 
encapsulated in a biocompatible membrane which can be in any shape, such as 
capsule, macrocapsule, or microcapsule (column 5, lines 4-1 7; and column 7, lines 54- 
59; and Figures 8 and 9). The active factor includes prescription drugs, such as 
catecholamines dopamine, norepinephrine, and epinephrine (column 9, lines 65-68). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prbr art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 1-54 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Glassman US 3,186,910, in view of Calanchi et al. US 5,047,248, and Cody et al. US 
5,919,481. 

Glassman is relied upon for the reason stated above. Glassman does not 
expressly teach the capsule holding multi-compartment capsule bodies is transparent or 
translucent. However, the burden is shifted to applicant to show that the capsule taught 
by Glassman is not transparent or translucent, because Glassman teaches the use of 
gelatin capsule such as pure gelatin capsules, or capsules made of various other 
soluble gelatin combinations useful as excellent housings for medicaments (column 1, 
lines 25-65). To be more specific, Calanchi teaches hard gelatin capsule is transparent 
and neutral in color (see example 15). Cody teaches soft gelatin capsule having 
translucent appearance (column 9, lines 5-10). Thus, it would have been obvious to 
one of ordinary skill in the art to modify the capsule of Glassman using translucent 
and/or transparent capsule in view of the teaching of Calanchi and Cody to obtain the 
claimed invention, because Glassman teaches the use of gelatin capsule, and because 
Calanchi and Cody teaches translucent and/or transparent gelatin capsule suitable In 
pharmaceutical art. . 

Claims 1-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Miller et al. US 2003/0194430 Al . 

Miller teaches a multi-compartment capsule comprising a primary capsule 
housing a secondary capsule and the secondary capsule housing a tertiary capsule, 
wherein each capsule include one or more active agents or medicaments (see Fig. 2 
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and 13; paragraphs 0041, 0059 and 0060). Miller further teaches a single dosage 
capsule comprising a plurality receiving chambers having an internal periphery foi* 
introducing a secondary capsule (see Figs. 6 and 8; paragraphs 0047, 0064-0066, and 
0073-0075). Miller does not explicitly teach a tertiary capsule in one of the plurality 
receiving chambers. However, it Is the position of the examiner that it would have been 
obvious to one of ordinary skill in the art to, by routine experimentation introducing a 
tertiary capsule into one of the plurality receiving chambers to obtain the claimed 
invention, because Miller teaches that the components as generally described and 
illustrated in the Figures could be arranged and designed in a wide variety of different 
configurations (paragraphs 0053), and because Miller suggests and recognizes placing 
a tertiary capsule into the multi-compartment capsule (see Figures 2 and 13). 

Claims 13-54 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Miller et al. US 2003/0194430 A1 . in view of Calanchi et al. US 5,047,248. and Cody et 
al.US 5,919,481. 

Miller is relied upon for the reasons stated above. Miller does not explicitly teach 
the capsule holding the plurality receiving chambers is translucent or transparent. 

Calanchi teaches hard gelatin capsule is transparent and neutral in color (see 
example 15). Cody teaches soft gelatin capsule having translucent appearance 
(column 9, lines 5-10). Thus, it would have been obvious to one of ordinary skill in the 
art to modify the capsule of Miller using translucent and/or transparent capsule in view 
of the teaching of Calanchi and Cody to obtain the claimed invention, because Miller 
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teaches the use of gelatin capsule, and because Calanchi and Cody teaches 
translucent and/or transparent gelatin capsule suitable in phamiaceutical art. 

Pertinent Arts 

The prior art niade of record and not relied upon is considered pertinent to 
applicant's disclosure. Wong et al., Halbich, Cardamone et al., Nilsson et al., and 
Schneider et al. are cited as of interest for the teaching of multi-compartment capsule. 

Correspondence 

Any inquiry concerning this communication or earlier cornmunications from the 
examiner should be directed to Susan T. Tran whose telephone number Is (571 ) 272- 
0606. The examiner can normally be reached on Monday through Thursday 6:00 am to 
4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status infomnation for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




S. Iran 

Patent Examiner 
Art Unit 1615 



